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Introduction: General Laboratory Information

Name of Laboratory: Scientific Crime Detection Laboratory
State of Alaska (SOA), Department of Public Safety (DPS)
Approximate population size served: 700,000 (2010 census)

The laboratory does not currently use a contract laboratory.

The laboratory performs technical review of data from casework submittegfoyRO
Enforcement agencies to contract/vendor laboratories for potential entry a %

The laboratory participates in NDIS

Technologies used: STR (Short Tandem Repeats)

Number of staff: x

DNA analysts: seven

DNA casework trainees: 3 q

DNA Technicians: 1

Laboratory support personnel: 1 (parale

h th CODIS.

DNA Technical Manager: On-site —
CODIS Administrator (Casework D :On-site — 1

Last audit conducted on:
Internal Annual — 12-1 er 2011

External Annual

Audit documenit discussi@n used:
2011 In an udit: Revision effective 1 September 2011

20180 ExteMgal annual audit: Revision effective 1 July 2009

Exp s available for use: None

The database laboratory does not routinely process casework known reference samples.
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Goals and Objectives:

Reference: The laboratory Quality Assurance manual for quality standards which are applicable
to all disciplines of the crime laboratory

Chapter 1: Scope

References:

The DNA QA manual is based on the latest version(s) of the FBI
reader is advised to refer to these FBI QAS documents for detailed di

interpretations of the relevant quality standards and theirgub-catggories.
2. The laboratory Safety Manual for documentation aw ntal health and safety
program.

3. The Forensic Biology Procedures and Work InstfuctioRs manuals for information
pertaining to analytical procedures and/or work instructions for the specific reagents and

instruments for DNA analysis and rpretation.
4. The DNA Training Manual %
Chapter 2: Definition A
ti

r event that leads to an inaccurate conclusion in a DNA report
testPpreleased by the laboratory. Errors will be addressed and

documented i ction reports (CARS).

In additi

Stagdard uality Assurance Standards (QAS) documents for Forensic DNA Testing
lab ' d DNA Databasing laboratories — version(s) effective 01 September 2011.
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Chapter 3: Quality Assurance Program

The laboratory has established and maintains a documented quality system that is appropriate
to the testing activities conducted by the laboratory. The quality system is at least equivalent to
and/or more stringent than what is required by FBI Quality Assurance Standards (Q

(versions effective 01 September 2011) document for Forensic DNA testing laboratadfies @nd

DNA databasing laboratories.
The quality system of the laboratory is documented in manuals that includ %e the

following elements as listed in the contents page of this manual:
Goals and objectives,

Organization and management,

Personnel, x
Facilities,

Evidence/Sample control, «
Validation,

Analytical procedures, Q

Equipment calibration and maint %
Documentation/reports, &

Review, \

Proficiency testin %

Corrective acti@n,

Audits, %

Sa
and,
O

utsourcing.
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Document Retention policies:

Please refer to the laboratory Quality Assurance manual regarding procedures pertaining to
document retention policies for the following:

Proficiency tests,
Analytical results, x

Sample receipt and processing records,

Sample retention,

Corrective actions, %
Audits, \
Training records, x
Continuing education,

Case files,

and,
Court testimony monitoring.
The policies pertaining to hit configna documented in the laboratory CODIS manual.

The quality system as apglicab A is reviewed annually (calendar year) independent of
the audit required by FBLQ andard 15 (Please see Chapter 15).

The manual(s) rey eMgrmed under the direction and documented approval of the DNA

technical man

Checklis #ed as hard copies for each of the manuals listed below until all required
signatu jals of the analysts along with the date their annual review of relevant documents
wa mpl&led. The checklists are then converted to an electronic format (pdf file) and stored in
LIM

This aRgual review document list currently includes the DNA Quality Assurance manual,
Forensic Biology manuals (procedures and work instructions), DNA Training Manual, Biological
Screening Training Manual, and, CODIS Manual.
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Chapter 4: Organization and Management

The laboratory has a managerial staff with the authority and resources needed to discharge its
duties and meet the requirements of the FBI Quality Assurance Standards (QAS) documents
(versions effective 01 September 2011) for forensic DNA testing laboratories and DN
databasing laboratories,

The laboratory has an on-site technical manager who is accountable for the tecpRical opggfttions
and an on-site CODIS administrator (database and casework) who is acco, ble DIS
operations at the laboratory.

In accordance with Appendix B of the FBI Quality Assurance Standdfds dibcu t, a DNA
it the duties of DNA

analyst who meets the educational qualifications and work experiégce to

technical manager has been identified in the event that positjon is Vacate®by the current
technical manager.

The laboratory meets the requirements of having at lgast fo full #me employees who are
gualified DNA analysts.

The laboratory organizational chart contains documentdtion tfat specifies the responsibility,
authority, and interrelation of all personne anage perform and/or verify work affecting the
validity of DNA analysis.

The Forensic Biology DNA Qualit &a manual supplements information contained in the

laboratory Quality Assura

S
&
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Chapter 5: Personnel

Laboratory personnel have the education, training and experience commensurate with the
examination and testimony provided.

The laboratory quality manual maintains written job descriptions for all personnel to j e
responsibilities, duties and skills.

The laboratory has a documented training program for qualifying all analysts.

The training program uses a DNA training manual and related training che w at Specify
applicable DNA analytical procedures that the analyst(s) will perfor

The training program employs practical exercises that include the RNA dologies used in
database sample analysis and examination of a range of sagples rdutinely encountered in
casework.

Database analysts, may be authorized, when requirgg, to @ssist @asework analysts by
performing analytical tasks as directed and monitgfed\y th& casework analyst(s). A
memorandum addressing this authorization will be kep®on fil® with the laboratory Quality

Assurance Manager.
%
a )

d in the training manual is designed to teach and
d knowledge required to perform DNA analysis and it
sful completion of competency test(s).

The databasing laboratory does not rout
unless this task is part of duties assi

ess known or casework reference samples
ried out as stated in this memorandum.

The laboratory’s training programoc
assess the technical and sci@wtific Skills
includes documentation e su

In the event an an es prior forensic experience in DNA analysis is hired, the
technical mana and document the adequacy and relevance of the previous
training of this @nalyst. Wgis analyst will complete a modified training program that will be
evaluated and @ocumalited by the technical manager.

Prior to ing in independent database analysis and/or DNA casework, all analysts
re Ss rior experience will successfully complete competency test(s) covering routine
DN ologies to be used.

In caseof an extended absence (equal to or greater than 3 months) from the laboratory, an
analyst may be required to successfully complete at least an internal competency test prior to
resuming sample processing / DNA analysis duties
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The laboratory has a documented program to ensure that technical qualifications are maintained
through continuing education.

The technical manager, CODIS administrator (database and casework) and each DNA analyst
will maintain documentation of attendance at seminars, courses, professional meetin nd/or
training sessions that consist of subject areas relevant to developments in genetics @hd BNA
analysis and typing.

The cumulative duration of each annual (calendar year) training session(s
hours. This information will also be documented in the analyst's SOQ (state
gualifications).as well as in LIMS.

il be a t eight

If continuing education is conducted internally by the laboratory, thg retai ocumentation will
include the title of the program, a record of the presentation (electrogic a@/or hard copy),
date(s) of the training, attendance list and curriculum vitae preSenter(s).

If continuing education is conducted externally, the lgboratory willgfetain documentation that
includes one or more of the following: Certificate tendafce, program agenda/syllabus and
travel related documentation. Such documentation willlge majntained in the laboratory’s LIMS
(laboratory information management system).

For continuing education that is based o edia or internet delivery, the training:

e DNA technical manager,

(i) Duration of the program or tim
laboratory’s retained docuge

to complete the program formally recorded in the

(iii) Proof of completion'§ybm to the technical manager for review and approval.

The laboratory graW approved by the technical manager for the annual review of
scientific literafire that uments (hard copy of publication/research article and circulation
checklist) the oing gkading of scientific literature. The laboratory maintains physical and
electro ' SS, equired and applicable, to a collection of scientific literature relevant to

GenetiCs with semester hours that exceed the minimum requirements stated under FBI QA
Standard 5 in the subject areas of biochemistry, genetics, molecular biology and statistics or
population genetics.
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The technical manager educational requirements as well as the experience requirements will
comply with Standard 5 of the FBI Quality Assurance Standards (QAS) document for forensic
DNA testing laboratories and DNA databasing laboratories (versions 01 September 2011).

The DNA technical manager has successfully completed the FBI sponsored auditor trgiing as
well as the ASCLD/LAB-International sponsored ISO Assessor Training. %

The DNA technical manager oversees the technical operations of the DNA labogetgry.
The technical manager has the authority to initiate, suspend and resume tab and
casework analytical operations for the laboratory or an individual.

The technical manager will evaluate and document approval of alfyalidatpng,and methods used
by the laboratory and propose new or modified analytical procedur@s to sed by analysts.

The technical manager will review and document the reyje cadeyic transcripts and training
records for newly qualified analysts and approve their qudlificatio ror to their conducting

independent database or casework analysis.
The technical manager will approve the technical specficatiols for outsourcing agreements.

The technical manager wiliftevi approve the training, quality assurance, and proficiency
testing programs in theqQNANgboratory.

The technical man a%lll ime employee of the laboratory and is available and accessible
to the laboratogf'to proWide on-site/ telephonic/ electronic consultation as needed.

DNA tec | Managgr contingency plan: Please refer to Chapter 4

The CO mistrator (database and casework) is a full time employee of the laboratory and
sat hegquirements for degree/education, experience and duties. Please refer to the
(6{0) al for detailed information regarding the CODIS administrator.

Each DNA analyst who is an employee of the laboratory will meet and/or exceed the degree and
educational requirements stated in Standard 5 of the FBI Quality Assurance Standards (QAS)
document for forensic DNA testing laboratories and DNA databasing laboratories (version 01
September 2011).
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Each DNA analyst will have at a minimum, a BA/BS degree in relevant subject areas.

College coursework for analysts covers the subject areas of biochemistry, genetics, molecular
biology and statistics and/or population genetics.

In the event completed coursework have titles or descriptors other than those listed j ndard
5, the technical manager will review the documentation provided through supporting matefia
such as transcripts / syllabus / course details and documented this evaluation t
approval of compliance with this Quality Assurance Standard. A memorandii
DNA technical manager, is maintained by each analyst as part of the trai
document approval of educational requirements.

Each new analyst will have a minimum of six months of human forgnsic esting training in a
forensic casework/database laboratory prior to beginning independ@nt woek.

Each new analyst will complete training in the analysis ofthe rafyge offsamples routinely
encountered in database analysis and/or forensic o%k.

cagew:
Each analyst will successfully complete a compe@st fore beginning independent DNA

analysis.

a

Competency tests following extended aQ ill be, at a minimum, internally evaluated as

stated earlier in this chapter. %
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Chapter 6: Facilities

The laboratory is designed (please refer to laboratory quality assurance manual) to ensure the
integrity of the analyses and samples / evidence.

Access to the laboratory is controlled and limited in a manner that prevents access
unauthorized personnel. All exterior entrance/exit points have security control and the
distribution of security devices such as keys and cards is documented and limit per el
designated by laboratory management.

Technical procedures such as sample screening and DNA extraction
amplification by PCR (Polymerase Chain Reaction) are conducted i

Amplified DNA products (including those generated by Real Time RCR gdahtification) are
generated, processed and maintained in laboratory area /roQig sepafate from evidence
examination, DNA extractions and PCR set-up areas.

The doors between rooms containing amplified DN d other areas are closed at all times
except for passage.

The laboratory maintains schedules and foll
decontaminating facilities and equipme

S written Procedures for cleaning and

Example: DNA extraction worksheeg’rougin
cleaning duties are performed, d ted

>
&

ning lists are maintained and archived,
d archived by the DNA technician.
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Chapter 7: Sample / Evidence Control

The laboratory has and follows a documented sample inventory and evidence control system to
ensure the integrity of database samples and physical evidence.

All database samples and evidence items are marked with unique identifiers on the gackaging.

The laboratory has established criteria for defining the difference between evidefige and
product.

The laboratory has and follows documented policies for the disposition of w e ahd/or
extracts and sample consumption.

Work product, is material that that is generated as a function of analysis, may include
and amplification tubes or

extracts, spermatozoa search slides/extract slides, amplifiedgprodu
plates.
DNA analysis related work product such as PCR amglifiedyprodu€ts are discarded once the data

reviews have been completed and the material is gerWeeded for further analysis.

Work product such as DNA extracts will be routinely dis@arded after data review is completed
and the case report issued. This implies icient quantity of the original item remains for
retesting, if required.

If the entire original item (e.g., p bs, Whgernail scrapings, hand swabs, miscellaneous
contact DNA items) is used for D agion owing to limited amounts of biological material,
then, at least fifty percent g DN®@ extfacted from that item will be tagged as evidence and
retained by the laborator reteStige, if and when required.

In situations where the egtite it@# of evidence has been used up/consumed in the process of
DNA extraction tion results suggest that the entire volume of DNA extract will be
required for P@R ampliff@ation in order to attempt to obtain interpretable data, the laboratory

shall contact th@ Depafment of Law to request permission to use/consume the entire extract.

Casewo is of such limited sample(s) extract(s) will not proceed until documented
ap | byRghe appropriate agency is received by the laboratory. (Please see exception in
unk ect cases on following page).

In gendal, the laboratory retains or returns a portion of the evidence or extract where and when
possible.

Work product such as the amplified products generated as a result of Real Time Quantitation
procedures will be routinely discarded irrespective of the amount of the original item of
evidence.
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Note: In unknown suspect cases, the entire sample may be used up/consumed in analysis
without prior Department of Law notification and/or approval.

The laboratory employs various methods to distinguish each sample throughout the processing
from extraction through data analysis by the use of a batch related unique identifier.

Information regarding samples such as internal control samples and allelic ladders analyZedn a

batch is located in the central log pertaining to that batch of samples.
Specific case related information is located in case folders that may be h a

ngdfor
electronic versions of the information.

The databasing laboratory does not routinely process known/refefgnce s s from forensic
cases.

Forensic questioned and casework related reference sapl e andlyzed by the DNA

casework analysts.

The databasing laboratory and/or the evidence sgftiof\of thg laboratory maintain documentation
pertaining to the identity, collection, receipt, storage an@l disp®sition of database samples.

The laboratory retains the database sam testing for quality assurance and sample
confirmation purposes whenever possj

Database samples are considere ren®€ material and are not as evidence.

For casework samples, an electrofic ch@il of custody record is maintained.

The chain of custody ingl
transferring evidence,
identifier that speci

the ature and/or initials of each individual receiving or
thegggresponding date for each transfer as well as a corresponding
videntiary item transferred.

The chain of clistody r d provides a comprehensive, documented history for each item of
evidence ich laboratory has control from the time that item is transferred to the

manualand Forensic Biology procedures and work instructions manuals) designed to minimize
loss, contamination and/or deleterious change of evidence and work product in progress.

The laboratory has secure, controlled-access areas for evidence storage and work product in
progress including environment control consistent with the form or nature of the sample.
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Chapter 8: Validation

The laboratory uses validated methods for DNA analysis.

Whenever developmental validation has been completed by the vendor and/or another
institution, our laboratory will perform internal validation as appropriate prior to implegnenting a
process or a product for database samples and forensic DNA analysis.

If developmental validation is indicated for a product or process, the following stu will e
performed as applicable, appropriate and relevant. The documented resu ormghe basis

of the analytical procedures and work instructions:

Genetic marker characterization, %
Species specificity, \
Sensitivity studies, x
Stability studies, \
Reproducibility,

Case work - type samples,

Database - type samples, Q

Population studies,

DNA Mixture studies,

Precision studies \

and, %

Accuracy studi@s.

&
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PCR based studies will include at a minimum:

Reaction conditions,

Assessment of differential and preferential amplification,

Effects of multiplexing, %
Assessment of appropriate controls, x

and,

Product detection studies (as appropriate and applicable). %

Peer reviewed publications of the underlying scientific princi will g relied on and evaluated
and documented for performing the appropriate develop tal valigations.

The results of the validations study/studies will b mered and retained in hard copy and/or
electronic format.

procedures will be evaluated, conducted,
nager prior to implementation.

Internal validation studies of manual and g

reviewed, and approved by the DNA tec @

The results of the internal validati tugifes Wiffbe documented, summarized (if appropriate)
and retained/archived.

Internal validation studies il | as applicable, the following:

Database—type sample

Case work-type s (kn8wn / non-probative evidence /mock evidence samples / old
proficiency tesfisample

Reprod ,

Pregision,

Sen y ahd stochastic studies,

DNA mixture studies,
and,

Contamination assessment.
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The laboratory maintains quality assurance parameters and interpretation guidelines (including
mixture interpretation guidelines) that have been defined pursuant to internal validation studies.

(Please refer to the laboratory Quality Assurance manual and Forensic Biology procedures and
work instructions)

A change in the detection platform and/or test kit(s) will require an internal validation befdfe
changes are implemented.

The analysts will successfully complete a competency test using the DNA@
prior to implementation/incorporation into database and/or casework li

The modified protocols will be evaluated by comparison to the ori§inal pr@ocgls using
comparable/similar DNA samples prior to implementation in databage an casework
applications.

The laboratory will evaluate each additional and/or modifi@d criti strument by conducting a
performance check prior to its use in database or cg@gworlanalysis (Chapter 10).

The laboratory will evaluate software upgrades by conductin
use in database and/or casework analysis.

&

performance check(s) prior to
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Chapter 9: Analytical Procedures

The laboratory has and follows written analytical protocols (Forensic Biology procedures and
work instructions) approved by the DNA technical manager.

The technical manager reviews (Chapter 3) and updates (when applicable) the analyfic
protocols as needed and, at least once annually (each calendar year).

The annual review (and any interim period updates, if applicable) helps to documeRgupdates to
be incorporated into the manual(s) during the next scheduled manual upd e lap@ratory

does not permit interim updates to the manuals by hand or by electropi
The laboratory has a documented protocol (Forensic Biology proYs ok instructions) for

each analytical method used.

The analytical protocols (procedures / work instructions) sp reag®nts, sample preparation,
extraction methods, equipment, and controls that are staNgard fo
interpretation.

analysis and data

The Forensic Biology procedures/work instructions maRuals fclude protocols for differential
extraction of biological stains that contain sperm.

The laboratory uses reagents that are o) the methods employed.

The laboratory has written protoc ogdocuf
of in-house reagents, if applicabl

enting commercial reagents and for formulation

The commercial reagentsgte in a manner which clearly identifies the reagent as well as
the expiration date prow the manufacturer.

xpiration date is available, the laboratory will determine and assign

Re emicals purchased as solutions or fluids may be used up to period of 10 years
(exp te to coincide with 10 years from date of receipt of item).

In-house reagents, if prepared, will be labeled with the identity of the item, the date of
preparation, expiration date and the identity of the individual preparing the reagent.

All such information is duly documented and available for review.
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Non-critical reagents such as Permount or Xylene may be used beyond the manufacturer’s
recommended expiration dates if the quality of this reagent is assessed and deemed
appropriate for the scope of intended use — i.e., use on microscopy slides. Such items can be
used until they no longer adequately satisfy the intended use- for example, the Permount
becomes too viscous or the Xylene fails to reduce the viscosity of the Permount or r s the
Permount too opaque to view the materials on the slide.

The laboratory has identified reagents to be deemed critical reagents (Forensic ay
procedures and/or work instructions manual(s) for information and ration esi iIng
reagents as critical or non-critical).

Critical reagents require evaluation/verification before use in datagaSe sainple and casework
analyses.
Critical reagents will include, at a minimum, the following:

0] Test kits or systems for performing quantitgtive R CR

(i) Test kits or systems for performing gen pin

(i)  Thermostable DNA polymerase if it has not feen éyaluated as an integral part of the
test kit components

(iv)  Primer sets if they have not be ated as an integral part of the test kit
components
(v) Allelic ladders used for eti if they have not been evaluated as an integral

part of the test kit com

The laboratory has and foll dagumented procedure for the resolution, verification, and
reporting/notification of d ase hes (CODIS manual).

The laboratory qu
amplification.

aigount of human DNA in forensic samples prior to nuclear DNA

DNA gquantificaion is npt mandatory for single source known/reference samples, database

sample e anks as long as the reagent blanks will be amplified at the most
stringen iig,set of conditions as a forensic sample in that batch/set of samples..
The monitors analytical protocols using appropriate controls and standards.

Contrdls and reference standards are used during quantification procedures.
Positive and negative amplification controls are associated with the samples being typed.

Positive and negative controls associated with the database and forensic samples being typed
are processed / amplified concurrently with the samples at all loci using the same primers as the
database and forensic samples.
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Reagent blank controls associated with each extraction set being analyzed are extracted
concurrently with the database and forensic samples.

The reagent blanks are amplified using the same primers as the database and forensic samples
on the same instrument model as the database and forensic samples and at the sam
concentration conditions as required by the forensic samples containing the least arffoun@of
DNA.

The reagent blanks are typed using the same instrument model as the datag nsic

samples, at the most stringent/sensitive conditions as the forensic sampl %ﬂ st

sensitive volume conditions of the forensic extraction set.

The laboratory checks its DNA protocols annually (and whenever Substartia##substantive
changes are made to a procedure or work instruction) against an afpropfdéte and available
NIST standard reference material (SRM).

ented guidgelines (DNA procedures and/or
t tadem repeat (STR) data.

The laboratory has and follows established and doc
work instructions manuals) for the interpretation o

The laboratory verifies that all control results meet the [@oratbry’s interpretation guidelines for

all reported results and for data to be enteggehigto CODI

The 1996 National Research Counci
statistical interpretation of a DNA [ yWen population and for assessment of
relatedness among the individual§,i ulation. These calculations are derived from
established and published pggulat ase research studies appropriate for the calculation
and the population of the &tate ka.

The laboratory has and
to population struct

cific documented statistical interpretation guidelines relevant
lon and size relevant to the State of Alaska.

The laboratoryghas an lows documented protocols (DNA procedures/work instructions) for:
Mixtured et o include major and minor contributors,

Inci@signs (failure to exclude an individual as a source of DNA in a sample)

Excl ns,

and,

Guidelines, recommendations, policies for reporting results, conclusions and statistics.
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The laboratory has and follows a documented policy and procedures (please refer to the
laboratory Quality Assurance manual) for detecting and controlling contamination.

Contaminating extraneous / exogenous DNA traceable and attributable to an event (for
example, carryover of DNA during extraction stage) and/or attributable to an individu NA
source) in the laboratory will be investigated, documented and submitted to the labofato
Quality Assurance manager for evaluation and advise on taking appropriate actign(s).

The DNA analyst responsible for the above event will complete an anomalys@g afte root
cause analysis and supporting documentation has been reviewed and apf Dy tife DNA
technical manager who in turn will notify the QA Manager as stated .

Contaminating extraneous / exogenous DNA that cannot be trace®or att d to a laboratory
related cause (for example, disposable “sterile” lab consumables cogtamMated by a source(s) at

the manufacturing or packaging facility) will be filed as an a aly regort after the root cause
analysis and supporting documentation has been review&d and oved by the DNA technical

manager.
(Chapter 14: Corrective Actions)

Page 20 of 41
All printed copies are uncontrolled. Issued by DNA Technical Manager



Alaska Scientific Crime Detection Laboratory

DNA Quality Assurance Manual
Issued: January 6, 2012 Version: DNAQAM 2012 RO
Effective: January 9, 2012 Status: Archived

Chapter 10: Equipment Calibration and Maintenance

The laboratory uses equipment that is suitable for the methods employed.

The laboratory has and follows a documented program for conducting performance checks and
calibrating equipment and instruments.

A list of instruments along with their location and maintenance documents is maftained
updated by the DNA technician.

The following critical instruments are performance checked at least once endar year
(annual) as well as when an interim check is deemed necessary:

1. Athermometer that is traceable to national or international nda and is used for
conducting performance checks;

2. Thermal cycler temperature verification system;

3. Monitoring Thermal cyclers including quantitative RCR,;

4. Electrophoresis detection systems;

5. Robotic systems;

6. Genetic analyzers;

7. Mechanical pipettes
(Please refer to Instrument manuals, en ort information sources, Forensic Biology
procedures and/or work instructio al additional information).
If and when NDIS appro Xpe tems is used for database sample data analysis, it will
deemed a critical instr the software will be recertified on a quarterly basis.

and follows a documented program to ensure that instruments
ined properly.

sures that Maintenance/Performance Check schedules/QC plans as
ion that these plans are implemented as stated are maintained in log books

whe instruments are used.

The laratory performance checks new critical instruments and equipment and/or critical
instruments and equipment that have undergone repair, service or calibration, before use in
database and forensic casework analysis.
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At a minimum, the following critical instruments or equipment are performance checked
following repair, service and/or calibration:

Genetic analyzers
Robotic systems;

and,

Thermal cyclers including those used for quantitative PCR.

ezer does not

In the event an instrument fails unexpectedly or an incubator or refigerat@r/
maintain the acceptable temperature range, the technical managerWill b&fiotified immediately

and an appropriate course of action taken immediately. x
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Chapter 11: Documentation / Reports

The laboratory has and follows established documented procedures (Laboratory Quality
Assurance manual) for taking and maintaining case notes to support the conclusions drawn in
the laboratory reports.

The laboratory maintains all analytical documentation generated by analysts related to case
analyses.

The laboratory retains in hard copy or electronic files, as appropriate, suffi gocug€ntation
for each technical analysis to support the report conclusions such thatanothe 3
individual could interpret and evaluate the data.

Once casework analysis and technical review of the data and pe gc eport is completed,

n
and any outstanding technical issue(s), if applicable, have b resolved, the related
GeneMapperID X project files created may be deleted.

All raw data files generated in the course of casew nalysis shall be retained and archived as
appropriate. Only these raw data files along with the agpropfiate procedures and work
instructions manuals (maintained on the laboratory netWork) Will be made available pursuant to
discovery requests when filed with a court gneig

The laboratory reports include at the yery ¥y the following information:
Case identifier(s),
Description of evidence exafiiged,

Description of technol

Locus or amplificat

Results/conclu§ions/opimens,
Qualitati d/o titative interpretative statement,
Datgnissue

Disp on Of evidence,

Signature and title of the person(s) accepting responsibility for the content of the report. The
signature on the report routinely belongs to the primary analyst who conducted the analysis and
generated the report.

Page 23 of 41
All printed copies are uncontrolled. Issued by DNA Technical Manager



Alaska Scientific Crime Detection Laboratory

DNA Quality Assurance Manual
Issued: January 6, 2012 Version: DNAQAM 2012 RO
Effective: January 9, 2012 Status: Archived

The DNA case report also contains the name of the analyst who conducted technical peer
review.

The case report and the pages that contain the table(s) for STR typing results are treated as
administrative documents/records.

The bench notes (except for the pages containing the STR typing results table(s) are trealedgas

technical documents/records.

e réfgr to
laboratory Quality Assurance manual) to ensure the confidentiality of databaSe, casework
known (reference) samples and, the information in DNA databases ghd BINA T8€0rds, except as

otherwise provided by applicable state and federal law.

The laboratory has and follows established documented pro@gduresYor the release of
personally identifiable information relating to DNA recordg in ac@@rdange with applicable state or
federal law.

The laboratory has and follows established docurfiental pro@edures for the release of

personally identifiable information in connection with a @atabase hit.

The laboratory has established and follows documented procedures (plea

(Please refer to the CODIS manual for dg

documentation and reports). %

taining to database sample related
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Chapter 12: Review

The laboratory has and follows established documented procedures for reviewing DNA records
and DNA database information, including the verification and resolution of database matches
(CODIS manual).

The laboratory conducts and documents technical and administrative review of all DNA cg@se
files and reports/records to ensure that conclusions and supporting data are re able
within the constraints of scientific knowledge.

| analysts in

All technical reviews are conducted by individuals who are, or have begn,
the methodology being reviewed.
r

The laboratory documents the completion of the technical review pRor to @@foading or searching

includes:

in CODIS (please refer to the CODIS manual).

The laboratory documents the completion of technical rexof slc casework. This
(a) Review of all case notes, worksheets, and electroni@ and

support the conclusions,

(b) Review of all DNA typing data to veri @ by are supported by raw or analyzed data
(electronic and/or_printed),

r printed electropherograms that

(c) Review of all genetic profiles t8ve ect inclusions and exclusions, as applicable, as
well as a review of any inc ivaaresutt for compliance with laboratory guidelines,

(d) Review of all contr int@nal lane standards, and allelic ladders to verify that the expected
results were obtaingd,

verification of criteria for correct DNA types and appropriate specimen category of the genetic
profile is also done by concordant assessments by a qualified analyst, technical reviewer, and/or
technical manager.

Probative fraction (example): In a vaginal swab from a sex-assault case, the data generated
from analyzing the male fraction, i.e. the sperm from the suspect in the sample.
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The laboratory documents the elements of technical and administrative review in accordance
with the forensic biology procedures and/or work instructions manuals.

The laboratory has and follows a documented procedure (discussion with / approval of DNA
technical manager) to address unresolved discrepancies (e.g., data interpretation) in
conclusions drawn between analysts and reviewers.

The laboratory has a system in place to ensure that the correct CODIS specim tego
have been assigned.

Administrative review of forensic casework (aspects of which may ov
technical review) includes a review of the case file and final report f
presence and accuracy of the information discussed in Chapter 1

The laboratory documents the completion of the administratifie revieW in accordance with the
procedures and/or work instructions.
e

The laboratory has and follows a program that doc nts anhual monitoring of court (expert
witness) testimony of laboratory personnel in acc@rdafice with the laboratory quality assurance
manual.

Assurance manager.

Q)
o
RS

Documentation of expert witness testimg @ ations are maintained by the laboratory Quality
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Chapter 13: Proficiency Testing

Analysts, technical (peer) reviewers and other personnel designated by the technical manager
undergo semi-annual external proficiency testing (two tests each year) in each technology
performed to the extent in which they participate in database and/or forensic casewor
sample/evidence analysis.

The laboratory quality assurance manager maintains proficiency test informatio d rec@ufls.
Database sample analysts and forensic casework analysts using manual
methods will be proficiency tested in each methodology as applicable gatle

d/@gautogtated
5 ¢ per year to
the extent in which they participate in DNA analysis.

If an analyst is qualified in multiple amplification test kits or systemS§for a cific technology,
the analyst must be proficiency tested on each amplification fgst kit Ok system over the course of

the year.

However, the individual must be proficiency tested CODIS core loci and/or core

sequence ranges for each semi-annual proficiency tes@cycl

Newly qualified analysts will enter the exter
earlier) of the date of their qualification.

The laboratory has defined, documgftiedg a sistently used the date that the proficiency test
is due to the proficiency test pro easg refer to the laboratory Quality Assurance manual).

Each analyst is assigned an@yg exfiected to complete his/her own external proficiency test.

Team approach to profigienC¥gtesting is limited and is applicable only for biological screening of

cfeening and processing (please refer to the Forensic Biology procedures and work
instr ns manuals for additional information on this topic).

The typing of all CODIS core loci are attempted for each technology performed as applicable.
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The laboratory maintains the following records for proficiency tests:
Test set identifier;

Analyst(s) identity as applicable;

Date of analysis and completion/submission of results; %
Copies of all data and notes supporting the conclusions; x

Proficiency test results;

Discrepancies, if any, noted,
and, \

Corrective actions, if any, taken. x
The laboratory includes, at a minimum, the foowﬁe&r evaluating proficiency test

results:

correct according to consensus results and/or

consistent with the laboratory’s i atiop guidelines,

Results reported as inconc
guidelines

t interpretable are consistent with written laboratory

Inconclusive resultg, in rdafiCe with standard operating procedures have been reviewed by

the technical m or compliance with laboratory guidelines, and
Discrepancies¥errors Jif any, as well as subsequent corrective actions have been documented,

Final re ve been graded as satisfactory or unsatisfactory
Do a to show that no analytical errors were observed for the DNA profile typing data
inre ded as satisfactory, and,

Documentation showing that corrective actions were applied to administrative errors, if any.
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The proficiency test participants will be informed of their final test results and this notification will
be documented.

The technical manager will be informed of the results of all proficiency test participants and this
notification will be documented.

The technical manager will inform the CODIS administrator of all technical/analytical (no
administrative) discrepancies that affect the typing results and/or conclusions a time
discovery.

The technical manager will be responsible for determining whether a
typing shall be classified as an analytical error or not. This decision
the analytical data to ensure compliance / consistency with the la
guidelines.

@rpretation or
gon review of

ratoryfini@rpretation

The laboratory will continue to use an external proficiency test pygvi s) that complies/comply
with the current proficiency testing manufacturing guidelin@s estalgfished by the American
Society of Crime Laboratory Directors/laboratory ditatign Board (or current International
Organization for Standardization, as applicable).
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Chapter 14: Corrective Action

The laboratory Quality Assurance manual establishes a corrective action plan that is followed to
address discrepancies detected in proficiency tests, database and forensic casework analysis.

The corrective action plan addresses, at a minimum, the following:
Defining what level/type of discrepancies are applicable to this practice %
Identifying, when possible, the cause of the discrepancy x

Effect of the discrepancy

Corrective actions taken %

Preventive measures taken, where applicable, to minimize i occ\:e

Documentation of all corrective actions maintained in acY%\h he laboratory document
retention policies and procedures.

Prior to implementation, all corrective actions willﬁe ddgumented review and approval of

the DNA technical manager. The laboratory Quality Ass@rance manager will be notified of
events that would potentially invoke corrg

Chapter 9: Information regarding @noMaly gports.

>
&
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Chapter 15: Audits

The laboratory undergoes annual audits in accordance with the FBI DNA Quality Assurance
Standards and maintains documentation for this inspection.

The documentation will include proof that an external audit has been conducted at | ce
every two years by a qualified auditor who is a current or previously qualified analyst in t
laboratory’s current DNA technologies and platform.

At least one member of the audit team will be a current or previously qualifed agalysigffom a
databasing laboratory.

The laboratory maintains audit documentation of those individualgii.e. C@DI$ administrator —
casework and database, technical manager and analysts) that hav@&had r education,
experience and training qualifications evaluated and approv@s durin§two external audits.

The laboratory maintains documentation for those validatigns pr sly evaluated and

approved during one external audit.

For internal / annual audits, the laboratory maintains ddgumeWgtation that the auditors for this
inspection included a qualified auditor who is.a current oF previously qualified analyst in the
laboratory’s current DNA technologies a

Internal and external audits are perfgfm
using the FBI Quality Assurance &t rds

ant to FBI QA Standard 15.1 and conducted
dit Document in effect at the time of the audit.

Internal and external audit efts, afd corrective actions, if any, are submitted for review to
the technical manager to ure indings, if any, are appropriately addressed.

The laboratory, whigh i ND$ participating laboratory, will provide all external audit
documentation
the audit docugnents/re

Previou i annual and external audit documents are retained by the technical
manage ilable for auditor inspection.
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Chapter 16: Safety
The DNA laboratory does not maintain a section specific safety manual.

Please refer to the laboratory Safety manual for information regarding annual review of the
environmental health and safety program that includes, at a minimum, a blood-borngfpathogen

and chemical hygiene plan and training. x
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Chapter 17: Outsourcing

If samples are outsourced to vendor laboratories for processing, the vendor laboratory selected
shall be one that complies with the FBI Quality Assurance Standards for DNA databasing and
forensic DNA testing /casework laboratories and the accreditation requirements of fe | law.
Documentation of such compliance will be maintained by our laboratory.

When this NDIS participating laboratory is the outsourcing entity, the DNA tech mangger
will document and maintain the approval of the technical specifications of UtSOUMgI
agreement before it is awarded.

If the vendor laboratory is performing DNA analysis for a law enforcédmenii ag or entity other
than the NDIS laboratory, the vendor laboratory shall obtain docuented oval from the
technical manager of this NDIS patrticipating laboratory accepting oWner of the DNA data
generated prior to initiating analysis.

Our laboratory will ensure that the vendor laboratory usesg¢he sag#€ technology platform and
typing amplification kit for its DNA data analysis a labOgatory.

Prior to uploading or accepting data for upload and seafch in CODIS, the DNA technical

manager of our laboratory will document th ior approval of the technical specifications of the
outsourcing agreement and/or docume gproval of acceptance of ownership of the DNA
data.

When our laboratory is the primaRg o8ourging entity, it follows and documents the established
and appropriate quality ass ce Wocedlres to verify the integrity of the data received from the
vendor laboratory includigg, bu ited to, random reanalysis of samples (database/forensic
casework).

When the primary,0 rcg entity is a law-enforcement or other non-NDIS participating
agency, the da#& is rec8ed (by our lab) through the outsourcing agency.
tance

Prior to age
collectet

8D e data, information pertaining to the nature of the evidence submitted is

the case officers and investigators.

Eli e sample DNA profiles for entry and search in CODIS is determined by
com catfon with the submitting officers.

Inclusion of Quality Control samples is required to conduct a technical review of outsourced
data.
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If our laboratory is the primary outsourcing entity, an on-site visit plan of the vendor laboratory
will be conducted in compliance with the FBI Quality Assurance Standards.

This plan will include documentation of the on-site visit prior to initiation of analysis.

The on-site visit will be conducted by the DNA technical manager or a qualified anal
designated by the technical manager.

The qualifications of the designee will include current or previous qualification in th&gechnology,
platform and typing amplification test kit used to generate the DNA data.

If the primary outsourcing entity is not our laboratory, then, docume 0 ts pertaining
to a site visit conducted by qualified individuals from another NDI§ participatigg laboratory will
be obtained and retained for quality assurance purposes and audit§equir,

Our laboratory will ensure that the individuals conductingth xy ste visit” shall be trained
and qualified in the same technology, platform and typingggmplifi it being used by our
laboratory.

For new contracts (contracts beginning after 1 July 2008), th® DNA technical manager or a
designated qualified laboratory DNA analyst will conduc®and document the site visit prior to the
date sample processing begins.

The person conducting the site-visijgll
platform, and typing amplificationge

tly or previously qualified in the technology,
usedto generate the DNA data.

and their results revie ocumented by the technical manager to acknowledge
acceptance of the i '

The elements gapture the on-site visit will include, at a minimum:
Facilitie e ples are processed,

Rewew or¥ffe qudlity assurance / quality control procedures,

Revi standard operating procedures,

Corrective action reports, if applicable,

and,

Interpretation guidelines and report writing conventions employed.
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Our laboratory has procedures for performing an on-site visit of the vendor laboratory. For all
new contracts (those beginning after 1 July 2009), the site visit will be conducted prior to the
initiation of analysis.

Our laboratory has and follows established and documented procedures (forensic bi
procedures and/or work instructions manuals and outsourced data review checklist)¥o v
and the integrity of the data received from a vendor laboratory by performing a teéchnical

The technical review is performed prior to upload to and search in the DN bas
includes, at a minimum,

1. Areview of all DNA types to verify that they are supported he faw ant/or analyzed
data (electropherograms / images),

2. Areview of associated controls,

3. Internal lane standards and allelic ladders to verify t pect®d results were obtained,
and,

4. Verification of DNA types, eligibility and the t §pecinten category for entry into

ec
CODIS.
A review of the final report, if provided, is used to verify $at the results and conclusions are

supported by the data and that each tes and/or its probative fraction submitted to the
vendor is addressed.

Technical review of the vendor |
manager of our laboratory who m
data review prior to CODI

S
&

dat’is generally conducted by the DNA technical
e and designate a qualified analyst to perform the
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Appendix I
2012 RO | 2011 R1 Location Revision made
Page Page
2 2 Introduction Removed "(abbreviated as AK SCDL)"
2 2 Introduction Changed "(2009)" to "(2010 Census)
2 2 Introduction Inserted "The laboratory"
2 2 Introduction Changed "STR's" to "STR (Short TandegiRepeats)
2 2 Introduction Changed "(platform AB3130xI - cl
amplification)" to
3 3 Goals and Objectives Changed "AK SCDL Labor surance
Manual" to "The laborgtor
manual for quality sta
3 3 Chapter 1
laboratofes and DNA Databasing laboratories."
3 3 Chapter 1 anged from "AKSCDL DNA QA manual" to "The
DNA QA manual"
3 3 Chapi€r 1 moved "(2) AK SCDL Laboratory Quality Assurance
Manual for quality standards that are applicable to
all disciplines/sections of the crime laboratory"
3 3 1 Changed "(3) AK SCDL Laboratory Safety Manual" to
2. The laboratory Safety Manual"
3 3 ter 1 Changed "(4) DNA Standard Operating Procedures
manual" to "3. The Forensic Biology Procedures and
Work Instructions manuals"
Chapter 1 Changed from "(5) DNA Section Training Manual" to
"4, The DNA Training Manual"
Chapter 2 Changed "and Reference:" to " In addition, please
refer to:"
Chapter 3 Changed "The laboratory maintains and follows
procedures (please refer to the Laboratory Quality
Assurance manual) regarding document retention
which addresses policies regarding" to "Document
Retention policies: Please refer to the laboratory
Quality Assurance manual regarding procedures
pertaining to document retention policies for the
following:"
5 4 Chapter 3 Changed "Standard 15" to "FBI QA Standard 15"
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2012 RO | 2011 R1 Location Revision made
Page Page
5 4 Chapter 3 Changed "The review" to "The manual(s) review"
5 4 Chapter 3

Changed "A checklist maintained alo ith the
quality manual contains the sigaatures
analysts and the date the a j

completed. This annual revi

procedures manual (Pl@ase seel€hapter 9: Analytical
Procedures). A checkl
maintained wi
document th

nual review is
anual in order to

il all required signatures/initials of
with the date their annual review

checklists are then converted to an electronic
format (pdf file) and stored in LIMS.

annual review document list currently includes
DNA Quality Assurance manual, Forensic Biology
manuals (procedures and work instructions), DNA
A Training Manual, Biological Screening Training

Manual, and, CODIS Manual."

Changed "Documentation that specifies the
responsibility, authority, and interrelation of all
personnel who manage, perform, and/or verify work
affecting the validity of DNA analysis is maintained.
The Laboratory Quality Assurance manual contains
information pertaining to the laboratory
organizational chart." to "The laboratory
organizational chart contains documentation that
specifies the responsibility, authority, and
interrelation of all personnel who manage perform
and/or verify work affecting the validity of DNA

analysis."

6 5 Chapter 4
6 5 Chapter 4
6 5 Chapter 4

Inserted "Forensic Biology"
Inserted "information contained"

Removed "Please refer to the Laboratory QA Manual
for overall AK SCDL organization and management"
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2012 RO | 2011 R1 Location Revision made
Page Page
10 8 Chapter 5 Removed "Every analyst has a minimum of a BA/BS
(two analysts have a MS) degree in relevant subject
areas."
12 10 Chapter 7 Inserted "used up/"
12 10 Chapter 7 Changed "use the extract" to "use/consume the
entire extract"
13 11 Chapter 7 Changed "databasing section" to "dataBasin
laboratory"
15 12 Chapter 8 Changed "including" to "wjkisi
16 12 Chapter 8 Removed "(reference: laljoratd assurance
manual and DNA stamdard opera#ing procudes
16 12 Chapter 8 Inserted "(Ple the laboratory Quality
Assurance ganUa sic Biology procedures
structions)"
17 13 Chapter 9 ang&d "procedures" to "protocols"
17 13 Chapter 9 Inserted W Forensic Biology procedures and work
instructions)"
17 13 Chapter 9 Removed "as described in"
17 13 Chap Inserted "when applicable"
17 13 Chafat Changed "standard operating procedures (SOP)" to
"analytical protocols"
17 13 t&k 9 Inserted "The laboratory does not permit interim
updates to the manuals by hand or electronic
means."
17 13 ter 9 Changed "SOP" to "protocols (Forensic Biology
procedures/work instructions)"
17 Chapter 9 Changed "procedures (work instructions)" to
"protocols (procedures / work instructions)"
Chapter 9 Inserted "—i.e., use on microscopy slides. Such items
can be used until they no longer adequately satisfy
the intended use- for example, the Permount
becomes too viscous or the Xylene fails to reduce
the viscosity of the Permount or renders the
Permount too opaque to view the materials on the
slide."
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2012 RO | 2011 R1 Location Revision made
Page Page
18 13 Chapter 9 Changed "(reference: DNA standard operating
procedures manual for information and rationale for
designating reagents as critical or non-critical)."
"(Forensic Biology procedures and/or w,
instructions manual(s) for information and ration
18 14 Chapter 9
19 14 Chapter 9
19 14 Chapter 9
19 14 Chapter 9
19 14 Chapter 9 dard operating
NA procedures and/or
manuals)"
19 15 Chapter 9 (reference: DNA standard
pro&dures manual)" to "protocols (DNA
/or work instructions manuals)"
20 15 Chapter 9 d "(Reference: Chapter 14 for more
information)" to "(Chapter 14: Corrective Actions)"
21 16 Chapter 10 anged "(Reference: Instrumentation manuals;
dor support information sources; DNA standard
operating procedures manual for additional
information)" to "(Please refer to Instrument
manuals, Vendor support information sources,
Forensic Biology procedures and/or work
instructions manuals for additional information)."
21 16 er 10 Inserted "and when"
23 hapter 11 Changed "(laboratory quality assurance manual)" to
"(Laboratory Quality Assurance manual)"
24 18 Chapter 11 Changed "Please refer to the CODIS manual for
details pertaining to database sample related
documentation and reports." to "(Please refer to the
CODIS manual for details pertaining to database
sample related documentation and reports)."
5 18 Chapter 12 Changed "(reference: CODIS manual)" to "(CODIS
manual)"
25 18 Chapter 12 Changed "(reference CODIS manual)" to "(please
refer to CODIS manual)"
25 18 Chapter 12 Removed "(reference: laboratory standard operating
procedures manual)"
25 19 Chapter 12 Removed "(reference: laboratory standard operating
procedures manual)"
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2012 RO | 2011 R1 Location Revision made
Page Page
26 19 Chapter 12 Changed "standard operating procedures manual"
to "forensic biology procedures and/or work
instructions manuals."
26 19 Chapter 12 Inserted "(discussion with / approval of
technical manager)"
26 19 Chapter 12
26 19 Chapter 12
26 19 Chapter 12
27 20 Chapter 13
27 20 Chapter 13
nd work instructions manuals for
addition®l information on this topic)."
30 22 Chapter 14 hanged "Define" to "Defining"
30 22 Chapter 14 Changed "ldentify" to "ldentifying"
30 22 Chapter 14 rted "The laboratory Quality Assurance manager
ill be notified of events that would potentially
invoke corrective actions."
30 22 Chapter 1 Inserted "Chapter 9: Information regarding anomaly
reports."
32 24 Chap Changed "Please refer to the AK SCDL Laboratory
Safety Manual for documentation of an
environmental health and safety program that
includes, at a minimum, a blood-borne pathogen
and chemical hygiene plan as well as a documented
training on the blood-borne pathogen and chemical
hygiene plan. The laboratory's environmental health
and safety plan is reviewed annually and this review
is documented." to "Please refer to the laboratory
Safety manual for information regarding annual
review of the environmental health and safety
program that includes, at a minimum, a blood-borne
pathogen and chemical hygiene plan and training."
33 25 Chapter 17 Changed "the AK SCDL (NDIS participating
laboratory)" to "this NDIS participating laboratory"
33 25 Chapter 17 Removed "(AK SCDL)"
33 25 Chapter 17 Changed "the AK SCDL" to "our laboratory"
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Page Page

33 25 Chapter 17 Inserted "(by our lab)"

34 26 Chapter 17 Changed "AK SCDL" to "DNA"

34 26 Chapter 17 Changed "the AK SCDL" to "our laborator:

34 26 Chapter 17 Removed "This policy applies only to those

entered into by the participating agencies prior t

July 1, 2009."

34 26 Chapter 17 Changed "For contracts that begi
to "For new contracts (contrac

35 26 Chapter 17
35 26 Chapter 17
nuals and outsourced data review
checklist)"
35 27 Chapter 17 Inserted "DNA"
35 27 Chapter 17 Changed "AK SCDL" to "our laboratory"
35 27 Chapter 17 Inserted "prior to CODIS upload"

Q)
o
RS
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